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Nature s Wdy agrees Wlth the FDA imstitut
practrce (CGI\/JZP) recrulatlons for dletary sup“piements} and dretary supplement 1ngredrents
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t 1ndustry draft is appropnate for CGMP regulatlons on d1etary
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Nature Way befﬁevesjth

Nature S Way believes that ororanoleptrc and morphologlcal characterrsmcs are .
pproprrate 1dent1ﬁcat10n methods n SOme cases. :However @ company should requrre
HPLC Mrcroscoplc) When organoTeptlc and

T e
=

ot v es ne

R Nature s Way beheves there is no need for‘further comments or standards this topic is
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aheady adequately covered in the section on Productron and Process controis subsectlon
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. (c) numbers 1"7 of the 1ndustry draft proposal for CGMfP S.
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4, Documentation Proce”dures

Nature’s Way beheves that as part of an on—gorng Quahty Assurance Program CGMP
procedures and mechanisms for guaranteeing product quality and safety should be \

audlted by the mternal quahty assurance personnel for reoulatory ?:drﬁphance
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5. Adverse Event Reporting

Nature’s Way believes it is desirable that a firm establish an internal procedure providing
for the review of serious adverse reactions by a quahﬁed health care practitioner, as,

appropriate. In1t1a1 review for determrnatron of severrty can be done by quahﬁed QC

personnel and referred When approprrate ’ N : -

6. & Relevance of HACCP

Nature 8 Way beheves that HACCP is not the best means for manufacturmg and handhng“ |
of dretary products
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7. Controls for Com uter Assrsted O eratlon AR

Nature’s Wa 7 beheves that a computer systems should be verlﬁed versus 1ts 1ntended use..

Ne 1ture S Way beheves that the. Dretary S‘upplement Industry Draft provrdes adequate
1egulat10n to all segments of the rndustry
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